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DETAILED ACTION 

1. The amendment filed August 13, 2002 is acknowledged. Claims 1 1-20 were canceled. 
Claims 22-30 were added. 

2. Claims 1-10 and 21-30 are pending. 

Claim 10 is withdrawn from consideration. Claims 1-9 and 21-30 are examined on the 

merits. 

Claim Rejections Withdrawn: 

3. The rejection of claims 2, 4-5, and 20 under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not set forth in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention is withdrawn in view of the deposit information provided and the declaration. 

4. The rejection of claim 16 under 35 U.S.C. 102(b) as being anticipated by Curnow, Cancer 
Immunology Immunotherapy, Vol. 45, pages 210-215, 1997, as evidenced by Murphy et al. 5 The 
American Society Textbook of Clinical Oncology, 1995, pages 126-127 is withdrawn in view of 
the cancellation of the claim. 

5. The rejection of claim 16 under 35 U.S.C. 102(e) as being anticipated by Greene et al., 
US Patent 5,842,31 1, published October 20, 1998, or Arakawa et al, US Patent 5,783,186, 
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published July 21, 1998, as evidenced by Murphy et al., The American Society Textbook of 
Clinical Oncology, 1995, pages 126-127 withdrawn in view of the cancellation of claim 16. 

6. The rejection of claim 16 under 35 U.S.C. 103(a) as being unpatentable over Hudziak et 
al., US Patent 5,725,856, published March 10, 1998, as evidenced by Murphy et al., The 
American Society Textbook of Clinical Oncology, 1995, pages 126-127, in view of in view of 
Zhi, Dissertation Abstracts, Vol. 55, No. 1 1, page 4738-B, May 1995 is withdrawn in view of the 
cancellation of the claim. 

7. The rejection of claims 5 under 35 U.S.C. 103(a) as being anticipated by Greene et al., 
US Patent 5,842,31 1, published October 20, 1998, or Arakawa et al., US Patent 5,783,186, 
published July 21, 1998, as evidenced by Murphy et al, The American Society Textbook of 
Clinical Oncology, 1995, pages 126-127, in view of Fendly et al., Cancer Research, Vol. 50, 
pages 1550-1558, March 1, 1990, or Shepard et al., Journal of Clinical Immunology, Vol. 11, 
No. 9, pages 117-126, 1991 is withdrawn upon further consideration. 

8. The rejection of claim 5 under 35 U.S.C. 102(e) as being anticipated by Curnow, Cancer 
Immunology Immunotherapy, Vol. 45, pages 210-215, 1997, as evidenced by Murphy et al., The 
American Society Textbook of Clinical Oncology, 1995, pages 126-127 in view of Fendly et al., 
Cancer Research, Vol. 50, pages 1550-1558, March 1, 1990, or Shepard et al., Journal of Clinical 
Immunology, Vol. 11, No. 9, pages 1 17-126, 1991 is withdrawn upon further consideration. 



Application/Control Number: 09/602,800 Page 4 

Art Unit: 1642 

9. The rejection of claim 5 under 35 U.S.C. 103(a) as being unpatentable over Hudziak et 
al., US Patent 5,725,856, published March 10, 1998, as evidenced by Murphy et al., The 
American Society Textbook of Clinical Oncology, 1995, pages 126-127, in view of in view of 
Zhi, Dissertation Abstracts, Vol. 55, No. 1 1, page 4738-B, May 1995, in view of Fendly et al., 
Cancer Research, Vol. 50, pages 1550-1558, March 1, 1990, or Shepard et al., Journal of Clinical 
Immunology, Vol. 11, No. 9, pages 1 17-126, 1991 is withdrawn upon further consideration. 

10. The rejection of claims 5 under 35 U.S.C. 103(a) as being unpatentable over Zhi, 
Dissertation Abstracts, Vol. 55, No. 11, page 4738-B, May 1995, in view of Baselga et al. 5 
Oncology, Suppl. 2, March 1997 (Baselga I), or Baselga et al., Journal of Clinical Oncology, 
Vol. 14, No. 3, pages 737-744, March 1996 (Baselga II) in view of Fendly et al., Cancer 
Research, Vol. 50, pages 1550-1558, March 1, 1990, or Shepard et al., Journal of Clinical 
Immunology, Vol. 1 1, No. 9, pages 1 17-126, 1991 is withdrawn upon further consideration. 

1 1 . The rejection of claims 5 under 35 U.S.C. 103(a) as being unpatentable over Greene et 
al., US Patent 5,842,311, published October 20, 1998, or Arakawa et al., US Patent 5,783,186, 
published July 21, 1998, or Curnow, Cancer Immunology Immunotherapy, Vol. 45, pages 210- 
215, 1997, or Hudziak et al., US Patent 5,725,856, published March 10, 1998, or Zhi, 
Dissertation Abstracts, Vol. 55, No. 11, page 4738-B, May 1995, or Baselga et al., Oncology, 
Suppl. 2, March 1997 (Baselga I), or Baselga et al., Journal of Clinical Oncology, Vol. 14, No. 3, 
pages 737-744, March 1996 (Baselga II), all further in view of Fendly et al., Cancer Research, 
Vol. 50, pages 1550-1558, March 1, 1990, or Shepard et al., Journal of Clinical Immunology, 



Application/Control Number: 09/602,800 Page 5 

Art Unit: 1642 

Vol. 1 1, No. 9, pages 1 17-126, 1991, all in view of Schlom, Molecular Foundations of 
Oncology, pages 95-134, 1991 is withdrawn upon further consideration. 

Claim Rejections Maintained and New Grounds of Rejection: 

12. Claims 4, 5 and 22-30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 4, 22 and 28 are indefinite for reciting having the biological characteristics of 
monoclonal antibody 2C4. This recitation may encompass any number of characteristics that 
have not been described in the specification. 

13. The rejection of claims 1-9 under 35 U.S.C. 112, first paragraph, is maintained for the 
reasons of record. The basis for this rejection is that the specification, while being enabling for a 
method of treating prostate cancer in mammals by administering the anti-HER2 antibody 2C4, 
does not reasonably provide enablement for a method of treating a human having prostate cancer 
or androgen dependent prostate cancer wherein the method comprises administering any anti- 
ErbB2 antibody. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate in scope 
with these claims. 
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14. The rejection of claims 1 and 8 under 35 U.S.C. 102(e) as being anticipated by Greene et 
al., US Patent 5,842,311, published October 20, 1998, or Arakawa et al, US Patent 5,783,186, 
published July 21, 1998 are maintained for the reasons of record. 

Greene et al., US Patent 5,842,31 1 teaches a method of treating a patient, which includes 
humans, by administering an antibody which binds ErbB2 and blocks activation of an ErbB 
receptor. Specifically, Greene teaches that the pi 85 oncogene (which is the same as ErbB2) has 
been found active in prostate adenocarcinoma, and further provides a method of using 
monoclonal antibodies which bind to ErbB2 to treat mammalian cancer tumors which express a 
translation of the neu oncogene on their surfaces (see column 3, line 50-column 5). The antibody 
of Greene et al. is not conjugated to a cytotoxic compound. 

Arakawa et al., US Patent 5,842,31 1 teaches a method of treating a patient, which 
includes humans, by administering an antibody which binds ErbB2 and blocks activation of an 
ErbB receptor. Specifically, Arakawa teaches that the HER2 oncogene (which is the same as 
ErbB2) has been found active in prostate adenocarcinoma, and further provides a method of 
using monoclonal antibodies which bind to ErbB2 to treat mammalian cancer tumors which 
express HER2 on their surfaces (see column 6, lines 12-17, and lines 53-59). The antibody of 
Arakawa et al. is not conjugated to a cytotoxic compound. 

15. The rejection of claims 1, 6, and 8-9 under 35 U.S.C. 102(b) as being anticipated by 
Curnow, Cancer Immunology Immunotherapy, Vol. 45, pages 210-215, 1997. 

Curnow teaches a method of treating a human patient by administering an antibody 
which binds ErbB2 and blocks activation of an ErbB receptor (MDX-H210). The MDX-H210 
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antibody is not conjugated to a cytotoxic compound (see page 210, column 2) is maintained for 
the reasons of record. 

16. The rejection of claims 1 and 8 under 35 U.S.C. 103(a) as being unpatentable over 
Hudziak et al., US Patent 5,725,856, published March 10, 1998, in view of Zhi, Dissertation 
Abstracts, Vol. 55, No. 1 1, page 4738-B, May 1995 is maintained for the reasons of record. 

Hudziak et al., US Patent 5,842,31 1 teaches a method of treating a patient, which 
includes humans, by administering an antibody which binds ErbB2 and blocks activation of an 
ErbB receptor. Specifically, Hudziak teaches that the HER2 oncogene (which is the same as 
ErbB2) has been found active in numerous cancers, and further provides a method of using 
monoclonal antibodies which bind to ErbB2 to treat mammalian cancer tumors which express 
HER2 on their surfaces (see column 4, lines 27-31, column 6, lines 31-35, column 8, lines 27-30, 
column 10, lines 46-53, column 1 1, lines 32-40). The antibody of Hudziak et al. is not 
conjugated to a cytotoxic compound. 

Hudziak et al. fails to teach that prostate cancer overexpresses HER2. 

Zhi teaches that prostate cancer overexpresses HER2. 

Therefore it would be prima facie obvious to one of ordinary skill in the art at the time of 
applicant's invention to use the method of treating HER2 overexpressing cancers on prostate 
cancer, and one would have been motivated to do so because prostate cancer overexpresses 
HER2 and anti-HER2 antibodies are an effective treatment for HER2 positive cancer, as taught 
by Hudziak et al. 
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17. The rejection of claims 1 and 8 under 35 U.S.C. 103(a) as being unpatentable over Zhi, 
Dissertation Abstracts, Vol. 55, No. 1 1, page 4738-B, May 1995, in view of Baselga et al., 
Oncology, Suppl. 2, March 1997 (Baselga I), or Baselga et al, Journal of Clinical Oncology, 
Vol. 14, No. 3, pages 737-744, March 1996 (Baselga II) is maintained for the reasons of record. 

Zhi teaches a method of treating a prostate cancer cells, by administering an antibody 
which binds ErbB2 and blocks activation of an ErbB receptor in a prostate cancer which is 
androgen dependent. The antibody of Zhi is not conjugated to a cytotoxic compound, (see entire 
abstract) 

Zhi fails to teach treatment of humans. 

Baselga I teaches a method of treatment of a human patient diagnosed with a disorder 
characterized by over expression of ErbB2 receptor comprising administering an effective 
amount of an anti-ErbB2 antibody which binds the HER2 extracellular domain (page 46). 

Baselga II teaches a method of treatment of a human patient diagnosed with a disorder 
characterized by over expression of ErbB2 receptor comprising administering an effective 
amount of an anti-ErbB2 antibody which binds the HER2 extracellular domain (see for example, 
abstract). 

Therefore it would be prima facie obvious to one of ordinary skill in the art at the time of 
applicant's invention to use the method of treating HER2 overexpressing prostate cancer cells to 
treat humans having prostate cancer, and one would have been motivated to do so because anti- 
HER2 antibodies function in vitro to treat prostate cancer cells, as taught by Zhi, and further are 
an effective treatment for humans having a HER2 positive cancer, as taught by Baselga I and 
Baselga II. 
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18. The rejection of claims 1-4, and 6-9 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Greene et al., US Patent 5,842,311, published October 20, 1998, or Arakawa 
et al., US Patent 5,783,186, published July 21, 1998, or Curnow, Cancer Immunology 
Immunotherapy, Vol. 45, pages 210-215, 1997, or Hudziak et al., US Patent 5,725,856, 
published March 10, 1998, or Zhi, Dissertation Abstracts, Vol. 55, No. 1 1, page 4738-B, May 
1995, or Baselga et al., Oncology, Suppl. 2, March 1997 (Baselga I), or Baselga et al., Journal of 
Clinical Oncology, Vol. 14, No. 3, pages 737-744, March 1996 (Baselga II), all further in view 
of Fendly et al., Cancer Research, Vol. 50, pages 1550-1558, March 1, 1990, or Shepard et al., 
Journal of Clinical Immunology, Vol. 11, No. 9, pages 1 17-126, 1991, all in view of Schlom, 
Molecular Foundations of Oncology, pages 95-134, 1991 is maintained for the reasons of record. 

Greene et al., or Arakawa et al., or Curnow, or Hudziak et al., or Zhi, or (Baselga I), or 
(Baselga II), or Fendly et al, or Shepard et al., teach as applied to claims 1-6, 8-9, 16 and 20 
supra. Greene et al., or Arakawa et al, or Curnow, or Hudziak et al., or Zhi, or (Baselga I), or 
(Baselga II), or Fendly et al., or Shepard et al, fail to teach antibody fragments, including Fab's. 

Schlom described the various known antibody modifications, including Fab's and that 
they provide the therapeutic advantage of reducing the host anti-Mab response (see pages 112- 
123). 

Therefore it would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to use the Fab's of Schlom in the methods of Greene et al., or 
Arakawa et al., or Curnow, or Hudziak et al., or Zhi, or (Baselga I), or (Baselga II), or Fendly et 
al., or Shepard et al., and one would have been motivated to do so because they reduce the host 
anti-Mab response. 
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Conclusion 



No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the Office 
should be directed to Anne Holleran, Ph.D. whose telephone number is (703) 308-8892. 
Examiner Holleran can normally be reached Monday through Friday, 9:30 am to 2:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa, Ph.D. can be reached at (703) 308-3995. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist at telephone number (703) 308-0196. 



Anne L. Holleran 
Patent Examiner 
December 16, 2002 




